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Detailed Action 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-5, 7-9, 15-21 , 24-25, 33-36 and 49-65 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 7, 21 , 35, 36, 55, 56 and 65 (and dependent claims) are vague in that 
applicants recite a vector which ". ..is adapted to receive..." or "...is adapted to 
include..." a nucleotide sequence. It is unclear what adaptations or changes are 
necessary for the vector to receive (or include) the nucleotide sequences, i.e. does the 
vector need to be altered in some undisclosed fashion(s) to allow for the inclusion of the 
nucleotide sequence(s)? 

Claims 15 and 51 are vague in the recitation of the phrase "vector RNA with 
precise 3' terminus possessing high replication efficiency." It is unclear what "precise 3' 
terminus" is referred to in the claim. It is unclear what the relationship is between the 
"precise 3' terminus" and the "high replication efficiency" of the vector. Also, the phrase 
"possessing high replication efficiency" appears disconnected from the rest of the claim, 
it should be connected with use of the word "and" placed between "terminus" and 
"possessing". 

Claims 21 and 65 are vague in the recitation of the phrase "part or all of a 
structural protein(s) region". It is the "region" of the structural protein which can be 
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single or plural here. Redrafting the claim to recite "part or all of one or more structural 
proteins" would be remedial. 

Claim 25 is vague in the recitation of the word "alphaviru I". 

Claim 35 is vague in the recitation of the phrase "...substantially all of the 
nonstructural region..." because the word "substantially" is a subjective term with no 
standard for comparison, i.e. substantially compared to what standard. The metes and 
bounds of the claimed invention are therefore unclear. 

Claim 50 is vague in the recitation of the phrase "comprising a eucaryotic 
expression promoter is a cytomegalovirus early enhancer promoter region" as this 
makes no sense. 

Claim 55 is vague in the recitation of a replicon vector "...adapted to receive at 
least a nucleotide sequence...". The metes and bounds of the claimed subject matter 
are unclear because the "at least" language leaves the claim open to inclusion of 
undisclosed non-nucleotide molecules into the vector. Possibly, applicants mean to 
recite "at least one nucleotide sequence". Claim 55 is also vague in the recitation of the 
phrase "...nucleotide sequence does not encode for (emphasis added) the structural 
protein sequence..." because the language used is cumbersome and confusing. 
Redrafting the claim to recite "nucleotide sequence does not encode the structural 
protein sequence. . ." would be remedial. 

Claim 58 is vague in that there is no antecedent basis for the phrase "nucleotide 
sequence that is inserted into the 3' UTR of the replicon" in claim 65. The claim should 
be dependent on claim 57. 
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Claim 60 is vague in the recitation of the phrase "is inserted in place of at least a 
deleted structural gene", it is unclear if the "at least" language used means that the 
nucleotide sequence is to be inserted into at least one or more deleted structural genes 
or is to be inserted into a deletion of any region of the genome wherein said deletion 
encompasses a structural gene. 

Claim 61 is vague in that there is no antecedent basis for the term "the nucleotide 
sequence that is inserted in place of deleted structural proteins of the replicon" in claim 
65. Claim 61 should be dependent on claim 60. 

The substitute drawings filed 9/17/03 are approved. 

The substitute Figure 2 filed 2/9/04 is approved by the examiner. 

The Sequence Listing filed 2/9/04 has been entered. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Guzo, Ph.D., whose telephone number is (571 ) 
272-0767. The examiner can normally be reached on Monday-Thursday from 8:00 AM 
to 5:30 PM. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D., can be reached on (571) 272-0781. The fax phone 
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number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



David Guzo 
April 21, 2004 




